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I ■ 

Dear Sin | 

j • 
I, Dr. Vijay Kumkr, hereby declare the following: 



1. I am a co^invcntor of the invention set forth in Serial No. 10/007»866. 

2. I have obtjained bachelor of science degrees in: chemistry, zoology, and botany 

from Kanpur University in India. I received a master of science degree in chemistry from 

Lucknow University in 1^72, and a PhD. degree in chemistry from Lucknow University in 

i ; 
1976, and another Ph.D. jfrom Concordia University in Montreal in 1981. My postdoctoral 

work has been in the areas of pharmaceutics and chemistry. 

I I 

3. From 199fe-l996. 1 was a clmical assistant prtxfessor professor and from 1996- 
2002 an assistant professjor in the pharmaceutics division of the College of Pharmacy, 
University of Iowa. Frorn 2002 to present I have been an associate professor of the 
pharmaceutics in College of Pharmacy, University of Iowa. 
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4. I have conducted and supervised numerous phannaceutical research projects 
since 1993. These projejcts have dealt primarily with phannaceutical excipients and 

formulation techniques. I 

j * 

5. My currejit research has focused on carbohydrate polymers, especially 

j . 

cellulosic polymers, andi their uses as pharmaceutical excipients, drug carriers, and 
biomaterials, biodegradable delivery systems, tissue engineering, interpolymer complexes, 
and drug-excipients. | 

6. I understand that the Examiner has rejected claims 1-12 under 35 U.S.C. 
102(b) as being anticipated by Diamantoglou et al. (U,S, Pat. No. 5,008,385). The 
Examiner's contention tliat the cellulose derivatives of Diamantoglou anticipate the oxidized 
cellulose esters of the claimed invention is incorrect. 

7. Diamantoglou discloses cellulose esters. Diamantoglou does not, however, 
disclose oxidized cellakse esters, as claimed in the present invention. 

8. The polymers listed in the Diamantoglou patent describe cellulose derivatives 
containing carboxylic acid groups chat are not derived from cellulose but introduced in 
cellulose as part of substjiluents. In other words, the carboxylic acid groups in cellulose 
derivatives are not directlly linked to the cellulose backbone, but instead are linked to the side 

i 

chains (or substituents). IThis is in contrast to the oxidized cellulose esters of the claimed 
invention whereby the carboxylic acid groups are an integral part of the oxidized cellulose, 
the starting material used to prepare the esters of die claimed invention. The carboxylic acid 
groups in the cellulose backbone (at carbon six position) results from an oxidation reaction. 

9. Because the carboxylic acid groups are not dircctly linked to the cellulose 
backbone, the water-insqluble, fibrous, cellulose esters of Diamantoglou are not 
biodegradable, and thereifore not useful for the purposes of the claimed invention, which 
include use as film-forming agents, drug carriers, and iromobilizing matrix in the 
development of biodegrajdable controlled and/or sustained release phannaceutical, 
agricultural, and veterinary compositions. In fact, the cellulose derivatives of Diamontoglou 
arc used primarily as fibers and membranes in hemodialysis. :(Col. 1, lines 8-10). 
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10. ihficdydfeclarethfltaflstatemcntBinadsheMmbfjiqr wnkao^^ 
Hue, andHiat aH statcnoBirtB made on infiwiiiatioii and belief are ibeHeved to te true; and 
finther dut ttese staten4ots were made^th the knowledge that wiBM feJse statements and 
the like 80 mde are punishaWe by fine or io^nisonmHit, or both, under Section 1001 of Title 
18 of the Ihxited States Code, and that such willful felse statements may jeoirardise the vaUdity 
of the application, any pitent issuing thereon, or a^y patent to which this verified statement is 
directed. 
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RECEIVED 

OCT 2 4 2003 
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